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earned patent term adjustment. See 37 CFR 1 .704(b). ^ 
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DETAILED ACTION 
Claim Objections 

1. Claims 1, 2, 4 and 10 are objected to because of the following informalities: These 
claims are acknowledged as trying to invoke 35 USC 1 12 6 th paragraph as a "means plus 
function" limitation, however, the claims do not meet the three-prong test per MPEP 2181 . The 
claim limitations must use the phrase "means for" or "step for." Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1, 2 and 5 are rejected under 35 U.S.C. 102(e) as being anticipated by Haber et al 
(US 5378233). Haber discloses a selected dose syringe comprising an elongated body 4 housing 
a container for with medicament 28. With regard to the "means for connecting a needle to the 
container," this limitation meets the three-prong test per MPEP2181 and thereby invokes 35 USC 
112 6 th paragraph. Haber discloses a means for connecting the needle 110 to the base 108 by 
way of internal threads 106 (Col. 5 lines 67-68). Haber further discloses an actuating means in 
the form of stems 150 capable of injecting a dose, and an activating means in the form of dosing 
knobs 166 capable of activating actuating means (Col. 3, lines 11-32). See Fig. 3. Haber also 
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discloses a needle shield 118 capable of sliding between an extended and retracted position 
((Col. 6 5 lines 17-20). See Figs. 1A and IB. Haber discloses that the needle shield 118 is 
designed such that upon penetration of the needle, the shield slides into the retracted position, 
thereby acting on the activation means which in turn activates the actuating means which then 
injects the predetermined dose (Col. 8, lines 26-41). 

3. Regarding claim 2, Haber discloses that the device comprises a means capable of setting 
the dose to be injected in the form of a dosing assembly 8 comprising dosing nuts 164 and dosing 
knobs 166 (Col. 7, linesl-3). See Fig. 3. 

4. Regarding claim 5, Haber discloses that the dose setting means comprises a threaded nut 
164 that eliminates mechanical play (Col. 7, lines 19-24). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 3, 1 1 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Haber 
in view of Knauer (US 5514097). Claim 3 differs from Haber in calling for the dose setting 
mechanism to be designed such that a set does will become the subsequent dose if the dose 
setting means is not adjusted. Claim 11, depending from claim 3 calls for the dose setting means 
to contain a threaded nut. Haber discloses this threaded nut feature as discussed with regard to 



Application/Control Number: 10/669,053 Page 4 

Art Unit: 3763 

claim 5 above. Knauer discloses an injection pen comprising a dose setting mechanism that 
remains at the preset level after each use unless it is intentionally changed so that it can be 
quickly picked up and the proper dose administered with minimal user manipulation (Col. 10, 
lines 6-13). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
of invention to design the dose setting means disclosed by Haber such that the set dose will 
become the subsequent dose as taught by Knauer so that the proper dose can be administered 
quickly without undue user manipulation. 

7. Claim 7 differs from Haber in calling for the priming of the device to reset the device. 
Haber discloses that the axial motion of dose delivery causes the display pinions to reset back to 
their zero or initial positions (Col. 8, lines 49-51). Knauer discloses that priming is the operation 
of expelling air from the cartridge by setting and expelling a small dose of the medicament and it 
well know in the art (Col. 21, lines 21-28). Delivering a small dose such as one to prime the 
device disclosed in Haber would reset the device for subsequent use. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of invention to modify the device 
disclosed by Haber so that the priming mechanism resets the device for subsequent delivery as 
taught by Knauer. 

8. Claims 4 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in 
view of Balkwill (EP 0554995). Claim 4 differs from Haber in calling for the dose setting means 
to have a stop means preventing a set dose fro, exceeding a dose remaining in the medicament 
container. Claim 12, depending from claim 4 calls for the dose setting means to contain a 
threaded nut. Haber discloses this feature as discussed with regard to claim 5 above. Balkwill 
discloses a medication delivery pen comprising a stop means such that when the plunger 22 
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reaches the end of its travel a lead screw 26 prevents the counter rings 36, 38 from turning and 
the adjusting knob 12 slips without further effect, causing the counter rings to indicate the 
quantity of medicament remaining in the cartridge and nothing more (Col. 7, lines 30-41). See 
Fig. 5b. Therefore, it would have been obvious to one of ordinary skill in the art at the time of 
invention to modify the dose setting means disclosed by Haber to include the stop means taught 
by Balkwill so that the dose cannot be set at more than is remaining in the medicament container. 

9. Claims 6 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in 
view of Walters et al (US 6096010). Claim 6 differs from Haber in calling for a means for 
priming the injector. This limitation meets the three-prong test per MPEP 2181 and thereby 
invokes 35 USC 1 12 6 th paragraph. Claim 9 calls for the dosing means to be separate from the 
priming means. Walters (further referred to as Walters '01 0) discloses a repeat-dose medication 
delivery pen 500 comprising a priming control mechanism including a control ratchet 703 on 
plunger nut 506 such that rotation of the control mechanism 700 causes movement of the plunger 
600 to dispense medication from the pen during priming operation (Col. 10, lines 47-63). See 
Fig. 15. Walters '010 discloses that the priming means 411 is separate from the dose setting 
means 360. See Fig. 11. Walters c 010 further discloses that this priming mechanism allows the 
user to easily prime the medication delivery pen prior to use (Col. 2, lines 56-59). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of invention to include a 
priming means on the device disclosed by Haber as taught by Walters '010 to allow the user to 
easily prime the device prior to use. 

10. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in view of 
Knauer as applied to claim 3 above, and further in view of Balkwill. Claim 10 differs from the 
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teachings of Haber in view of Knauer in calling for the dose setting means to have a stop means. 
Balkwill discloses a stop means causing counter rings to indicate the quantity of medicament 
remaining in the cartridge and nothing more (Col. 7, lines 30-41) as discussed with regard to 
claim 4 above. Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of invention to modify the dose setting means disclosed by Haber in view of Knauer to 
include the stop means taught by Balkwill so that the dose cannot be set at more than is 
remaining in the medicament container. 

11. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in view of 
Walters c 010 as applied to claim 6 above, and further in view of Walters et al (6221053). Claim 
8 differs from the teachings of Haber in view of Walters c 010 in calling for the priming means to 
be the dose setting means. Walters (further referred to as Walters '053) discloses a medication 
delivery pen comprising single mechanism for setting the desired dose, repeating the dose when 
necessary, and priming the medication delivery pen prior to use, making the dispensing operation 
as easy as possible (Col. 2, lines 43-48). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to design the device of Haber in view of Walters 
'010 such that the dose setting means and the priming means were one and the same as taught by 
Walters ' 05 3 so that using the device would be as easy as possible. 

12. Claim 13 rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in view of 
Knauer as applied to claim 7 above, and further in view of Walters '053. Claim 13 differs from 
the teachings of Haber in view of Knauer in calling for the means for priming to be the dose 
setting means. As discussed with respect to claim 8 above, Walters '053 discloses a medication 
delivery pen comprising single mechanism for setting the desired dose, repeating the dose when 
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necessary, and priming the medication delivery pen prior to use, making the dispensing operation 
as easy as possible (Col. 2, lines 43-48). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to design the device of Haber in view of Knauer 
such that the dose setting means and the priming means were one and the same as taught by 
Walters '053 so that using the device would be as easy as possible. 

13. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haber in view of 
Knauer as applied to claim 7 above, and further in view of Walters '010. Claim 14 differs from 
the teachings of Haber in view of Knauer in calling for the dosing means to be separate from the 
priming means. As discussed with regard to claim 9 above, Walters '010 discloses a repeat-dose 
medication delivery pen 500 wherein the priming means 411 is separate from the dose setting 
means 360. See Fig. 11. Walters '010 further discloses that this priming mechanism allows the 
user to easily prime the medication delivery pen prior to use (Col. 2, lines 56-59). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of invention to design the 
device taught by Haber in view of Knauer such that the priming means is separate from the dose 
setting means as taught by Walters 4 010 to allow the user to easily prime the device prior to use. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura A. Bouchelle whose telephone number is 571-272-2125. 
The examiner can normally be reached on Monday-Friday 8-4. 



Application/Control Number: 10/669,053 



Page 8 



Art Unit: 3763 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 517-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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